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Strategies for Speeding Drug Development 


August 20- 21, 2001 • Sheraton Seattle Hotel and Towers 
Seattle, WA 




I Implement the use and validation of biomarkers for improved 
decision making in early drug development 

I Understand the implications of accurate phenotyping and 
population genetics and their impact on the development 
and identification of clinically relevant biomarkers 

I Discover how pharmacogenomics impacts drug development 
and which markers are likely to be the most important for 
successful drug development 

I Identify advances in genomic and proteomic approaches for 
the acceleration of biomarker discovery 

V Use new and emerging biomarker technology and be first-to- 
market in the development of blockbuster drugs 

I Leam what research is needed to identify a useful biomarker 
and how to statistically design successful studies 


Register Now! 


Benefit From the Interactive 
Workshop: 

The Impact of Pharmacogenomics 
on Biomarker Development 

Facilitated by 

Richard D. Hockett, Jr. MD and 
Sandra C. Kirkwood, PhD 
of ELI ULLY & CO. 
see page 3 for details! 



Call (888) 670-8200 US; (941) 951-7885 Int'l, Fax (941) 365-2507 
or Email: register@iirny.com; Visit our Website at www.iir-ny.com 
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Biomarkers and Surrogate Endpoints: 


Strategies for Speeding Drug Development 
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Dear Colleague: 


In today's competitive environment, pharmaceutical 
companies must respond to increasing pressure to be first 
to market by making decisions rapidly in drug 
development. Biomarker measurements support key 
decisions throughout the drug development process and 
have a vast potential to facilitate critical decisions in the 
early phases of drug development. In some cases, 
biomarkers may serve as surrogate markers for clinical 
outcomes and facilitate drug approval. 

The evidence supporting the linkage of a biomarker to 
accurately substitute for a clinical endpoint may be derived 
from epidemiologic studies, clinical trials, in vitro analysis, 
animal models and simulated biologic systems. At least 
three elements are necessary to use biomarkers as surrogate 
outcomes: first, the proper definition of the risk factor and 
how to detect it; second, the proper definition of the 
definitive outcome of interest and a description on how to 
assess it; and third, the knowledge of the strength and 
direction of the relationship between the surrogate outcome 
and the definitive outcome over a specified time interval. 

For a risk factor to be a useful surrogate outcome, it must be 
strongly connected to the definitive outcome and the 
probability and direction of the relationship must be known. 

The BioPharmaceuticaf Division of the Institute for 
International Research is proud to bring you the 
Biomarkers and Surrogate Endpoints conference. This 
timely event provides you with practical examples on 
developing an understanding of prospective, rational 
approaches to biomarker discovery, join us as leading 
experts from both the industry and academia share case 
studies and their own first-hand experiences on: 


SfGN UP FOR THE INTERACTIVE 
PRE-CONFERENCE WORKSHOP 
Be sure to attend 

The Impact of Pharmacogenomics on Biomarkers 

workshop led by 

Richard D. Hockett, jr., MD and Sandra C. Kirkwood, PhD 
of ELI LILLY & CO. Learn about the current status of 
pharmacogenomic biomarkers, the repertoire of available 
pharmacogenomic biomarkers, as well as the timeline 
needed for development. 

The Biomarkers and Surrogate Endpoints conference 
provides you with an exceptional opportunity to learn from 
your peers. Don't miss this unique opportunity to talk one- 
on-one with the presenters and have your most pressing 
questions concerning biomarkers and surrogate endpoints 
answered. In addition to networking opportunities, you 
receive a complete set of program documentation, a 
valuable reference tool, join us for two days of easily 
accessible, detailed education and take back information 
guaranteed to enhance your understanding of this 
important and growing field of interest. 

REGISTER TODAY: 

Space is limited. Take advantage of our special group 
discount—send 4 individuals from the same company 
and receive a 15% discount off each registration. Please 
use the registration form on the back of this brochure. Or, 
if you prefer, phone us at (888) 670-8200 US; (941) 951- 
7885 Int'l; or fax us at (941) 365-2507. We look forward 
to greeting you on August 20th in Seattle. 


* Strategic study design to effectively utilize biomarkers 
in development 

* Customizing biomarker development to clinical 
candidates and therapeutic areas 

* Discussing the rationale for biomarker-based 
chemoprevention studies 

* Implementing the use and validation of biomarkers for 
more efficient decision-making 

* Creating a fully integrated platform for comprehensive 
phenotyping 


Sincerely, 



John A. Wagner, MD, PhD 
Director, Clinical Pharmacology 
MERCK & CO. 

& Conference Chairperson 


...and much more 
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The Impact of Pharmacogenomics on 
Biomarker Development 


7:30 Workshop Registration and Continental Breakfast 

8:30 Workshop Opens 

Within the last few months, two independent 
groups have released the first draft of the human 
genome. This astounding achievement has resulted 
in a slew of editorial comments about how the 
knowledge of the human genome will revolutionize 
medicine and drug development. Identification of 
genes that cause disease, modify risk for disease or 
affect response to therapy have been touted as a 
means to accelerate target identification and improve 
therapeutic outcomes. While studying the complete 
human genetic code will undoubtedly reveal many 
secrets which ultimately impact drug discovery and 
development, we must be cognizant that maturation 
of genetic associations into successful genetic 
biomarkers requires multiple, time consuming steps. 

We are at the beginning of a long pursuit whose 
ultimate goal is the improvement of patient care. For 
most disease states, the successful development of 
genetic biomarkers to identify patients at risk for that 
disease, predict potential treatment responders or 
adverse event occurrences, or predict favorable 
clinical outcomes are, in reality, several years away. 

In this interactive session, our facilitators address 
areas including; 

• The current status of pharmacogenomic biomarkers 
(using examples, discuss the current repertoire of 
available pharmacogenomic biomarkers) 

• Understanding what makes a good biomarker - 
sensitivity and specificity - and how that relates to 
pharmacogenomic biomarkers 

• Implementing current technologies and how those 
tools will affect biomarker development (e.g. SNP 
analysis and/or array technology and what types of 
markers would result from these tools.) 

• Discussing the implications of accurate phenotyping 
and population genetics and their impact on the 
development and identification of clinically relevant 
biomarkers 

• How pharmacogenomics impacts drug development 
and which markers are likely to be the most important 

• Addressing the timeline for development (how 
much additional work is needed before these new 
markers are ready for widespread use) 


10:00 30-Minute Networking and Refreshment Break 

12:00 Workshop Concludes 

12:00 Luncheon for Morning Workshop Speakers and 
Delegates 

About Our Distinguished Workshop 

Facilitators: 

Richard D. Hockett, MD is currently Clinical 
Research Physician at Eli Lilly and Company, 
Indianapolis, in the Department of Diagnostic and 
Experimental Medicine. His responsibilities include 
applied genomics and biomarker development. 
Special areas of focus are molecular diagnostics, 
specimen banking, and immunology. Prior to joining 
Lilly, Dr. Hockett was employed by the University of 
Alabama at Birmingham in the Department of 
Pathology, where he oversaw the Clinical 
Immunology and Molecular Diagnostic Laboratories. 
His research interests have been in the areas of 
Developmental Immunology and H!V disease. Dr. 
Hockett received his MD from the University of 
Minnesota, and completed his residency in Clinical 
Pathology at Washington University, St, Louis, 

Sandra C. Kirkwood, PhD is a statistical and 
population geneticist at Eli Lilly and Company, 
Indianapolis, with responsibilities in 
pharmacogenomics and experimental biomarker 
development. Special areas of focus include 
population genetic, evolutionary, and statistical 
considerations in the development of valid clinically 
relevant genomic biomarkers. Prior to joining Lilly she 
was employed by Indiana University as a statistical 
geneticist investigating the genetic component of 
complex and Mendelian disease. In addition, she was 
involved in the identification of subtle biomarkers of 
Huntington disease in gene carriers considered 
presymptomatic on clinical examination. She received 
her PhD in Medical and Molecular Genetics with a 
specialty in population and statistical genetics from 
Indiana University, Indianapolis, her MS in Physical 
Therapy from Columbia University, New York, and her 
BS in Biology from Indiana University, Bloomington. 
Prior to specializing in population genetics, she 
worked in physical therapy, pharmacy operations, 
health policy, and health outcomes research. 
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iDay One: Monday 

August 2 0, 2 00 1 


1 2 :50 Conference Registration 

1:15 Chairperson's Opening Remarks 

John A. Wagner, MD, PhD 
Director, C finical Pharmacology 
MERCK & CO. 


KEYNOTE SPEAKER — Gregory Downing. PhD 

1:50 Don't miss this exciting opportunity to hear 

Dr. Downing address the topic of Biomarkers - 
What ties Ahead for the Biomedical Research 




rugged assay methodologies and an understanding of 
how biological factors and sample collection conditions 
affect variability. Highlights of this session include: 

• Using biomarkers in drug development and 
regulatory labeling 

• Selecting biomarkers with conclusive outcomes 

• Targeting key endpoints while probing for "white 
space" 

• Taking hold of newer bioanalytical technologies 

• Validating bioanalytical methods 

• Understanding and controlling sources of variability 

Brian N. Swanson, PhD 
Director, Clinical Research Center 
BRISTOL-MYERS SQUIBB COMPANY 


Enterprise? 

Dr. Downing is a Health Science Policy Advisor in 
the Office of Science Policy in the Office of the 
Director of the National Institutes of Health. In recent 
years. Dr. Downing's activities in science policy have 
addressed a broad range of issues pertaining to the 
support and advancement of clinical and basic 
biomedical research. In 1999, he chaired the NIH- 
FDA Planning Committee for the Biomarkers and 
Surrogate Endpoints Conference and has organized 
related research efforts on behalf of the NIH. 

2:15 Overview of Biomarkers and Surrogate 
Endpoints in Drug Development 

Biomarkers and surrogate endpoints are one of the 
means to effect rational decisions on the 
development process in a cost-effective manner. 
Biomarkers have potential utility from before the first 
introduction into humans and throughout the 
development process. Recent advances in genomics 
and proteomics may increase the discovery of new 
biomaTkers and their value in early drug 
development. Highlights of this session include: 

• Reviewing the use of surrogate endpoints and 
biornarkers in drug development 

• Customizing biomarker development to clinical 
candidates and therapeutic areas 

• Strategic study design to more effectively utilize 
biomarkers in development 

• Utilizing new and emerging technology in 
biomarker development 

John A. Wagner, MD, PhD 
Director, Clinical Pharmacology 
MERCK & CO. 


4:00 Biomarkers and Surrogate Markers: How and 
When Might they impact Drug Development? 

With our increased and emerging understanding of 
disease processes and the effects of drugs, there will be 
enhanced opportunities to identify new and novel 
biomarkers early in drug development in the upcoming 
years. When coupled with measures of drug exposure 
and PK/PD principles, biomarkers have a significant 
potential to facilitate critical decisions in the early phases 
of drug development. With the increased number of 
new chemical entities being developed by the 
pharmaceutical industry, adding biomarkers to our 
repertoire of early decision-making tools may allow 
reducing late-stage drug development costs. With some 
risks, this may allow the pharmaceutical industry to 
select the best candidates to take forward in definitive 
clinical trials. In some cases, biomarkers may serve as 
surrogate markers for clinical outcomes and facilitate 
drug approval. Highlights of this session include: 

• Are there any regulatory considerations on the use 
of biomarkers? 

• When might biomarkers become surrogate 
markers? Successes and failures 

• Strengths and limitations of use of biomarkers in 
drug development 

• Use of biomarkers in early drug development with 
an example of a new chemical entity intended for 
the treatment of osteoarthritis 

Chetan Lathia, PhD 

Associofe Director, Clinical Pharmacology 
BAYER CORPORATfON 

4:45 ProteomSc Technologies: Basic Biology to 
Biomarker Discovery 


3:00 Mid-Afternoon Networking and Refreshment Break 

3:15 Implementing the Use and Validation of 

Biomarkers for High-Quality Decision Making 

Biomarker measurements now support key decisions 
throughout the drug development process. Novel 
claims in drug labeling rely upon evidence that the 
molecular target and/or disease processes are favorably 
impacted. Reliable assessment of exposure-response 
relationships is contingent upon the application of 


Because proteins are the primary functional 
effectors in cells, they are an incredibly rich source for 
potential biomarkers. By looking directly at proteins 
it is possible to detect biologically important 
differences that are not manifested at the level of the 
DNA or at the level of RNA expression. These might 
be differences in amounts of a given protein or even 
modifications to that protein. The general moniker of 
proteomics encompasses an emerging field of 
technologies that are being brought to bear on a 
wide variety of biological questions and provide a set 
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of tools to describe and evaluate new biomarkers. In 
this session we address issues including: 

• Advances in proteomic technology 

• Two-dimensional gel electrophoresis vs. a 
"shotgun" approach 

• Identifying sites of postranslational modification 

• Examples of applications and how they relate to 
biomarker discovery 

Hayes McDonald, PhD 

Post Doctoral Research Fellow 

THE SCRIPPS RESEARCH INSTITUTE 

5:30 Conclusion of Pay One 


are now allowing for the discovery of biomarkers that 
hold the promise of more efficient diagnoses of cancer 
in terms of both time and financial resources - both 
critical factors. This session addresses why biomarkers 
need to be developed and the various technologies 
that are making it possible in the detection of ovarian, 
prostate, breast and cervical cancers. 

Nancy Kiviat, MD 
Professor, Department of Pathology 
UNIVERSITY OF WASHINGTON 
SCHOOL OF MEDICINE 

11:15 Mid-Morning Refreshment & Networking Break and 
Hotel Check Out 


I)ay Two: Tuesday 

August 2 1, 2 0 0 1 

8:30 Continental Breakfast 

9:00 Chairperson's Opening Remarks 
and Recap of Day One 

John A. Wagner 

Director, Clinical Pharmacology 

MERCK & CO. 

9:15 Biomarkers and Surrogate Endpoints in Early 
Detection and Chemoprevention 

Recent advances in genomics and proteomic 
approaches are revolutionizing the understanding of 
basic and clinical atlributes of cancer. Identification 
of these attributes, including genetic and molecular 
profiles, can facilitate the rational development of 
prevention strategies, including the development of 
biomarkers. This is due to the fact that many of these 
biomarkers are measurable before overt cancer is 
clinically detectable. However, if early detection and 
subsequent chemoprevention are to be useful, they 
must target the detection of lesions early enough to 
intervene and change the outcome. 

Highlights of this highly topical session include: 

• Leveraging advances in genomic and proteiomic 
approaches for the acceleration of biomarker discovery 


11 :45 Phases of Biomarker Development for Early 

Detection of Cancer: A Biostatistical Perspective 

Recent advances in biotechnology, including 
expression array methodology, proteomics and 
immunology promises to yield biomarkers for early 
detection of cancer. Population cancer screening 
based on such biomarkers could greatly impact on 
the mortality arid morbidity associated with cancer. 
Biomarker development is a relatively new field for 
the research community. However, guidelines are 
necessary for this development process. This session 
discusses the sequence of research studies needed to 
identify a useful biomarker and how to statistically 
design such studies. The following objectives and key 
elements of study design are discussed: 

• The initial exploratory phase to identify potentially 
promising markers 

• Clinical assay development and validation phase 

• Identifying the phase that determines if the 
biomarker detects disease early 

• How the initial prospective population screening 
phase establishes the number and nature of cancers 
detected 

• The Cancer-Control Phase: Determining the net 
benefits and costs of the biomarker- based 
population cancer screening program 

Margaret Sullivan Pepe, PhD 
Professor, Department of Biostatistics 
UNIVERSITY OF WASHINGTON 

1 2:45 Luncheon for Speakers and Delegates 


• Discussing rationale for biomarker-based 
chemoprevention studies 

• Describing the NCI Early Detection Research 
Network for biomarker development and validation 
and how it operates 

« Exemplifying industrial participation in biomarker 
development and validation 

Sudhir Srivastava, PhD, MPH 

Chief, Cancer Biomakers Research Group 

NATIONAL CANCER INSTITUTE 

10:15 Approaches to Early Cancer Detection and 
Biomarker Development 

Early detection of cancer has been shown to increase 
survival rate. The development of new technologies 


Drug-Induced QT Prolongation 
and Pro-Arrhythmia 

The potential for non-cardiovascular drugs to alter 
cardiac ventricular repolarization, as represented by 
the QT interval of the electrocardiogram, and induce 
a potentially fatal arrhythmia, torsades de pointes, is 
one of the two most common reasons for withdrawal 
from market of approved drugs. This session 
addresses current thinking on developing a coherent 
preclinical and clinical program to evaluate drugs for 
QT prolongation. Highlights include: 

• Mechanism of QT prolongation and induction of 
torsades de pointes 

• Preclinical assessment of ventricular repolarization 
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3:00 


4:00 




* Clinical assessment of ventricular repolarizaticn 

* Regulatory strategy 

* Understanding various methods to calculate QTc 
interval 

Gregory D. Sides, MD, FACEP, FACP 
Director of Operations, Global Clinical Research- 
Program Phase Medical 
ELI LILLY & COMPANY 


Discovering Biomarkers via Comprehensive 
Phenotyping 

An integrated bioanalytical and clinical measurement 
platform facilitates differential phenotyping and the 
discovery of biomarkers for characterizing disease 
status, progression and response to therapy. This 
platform combines patient- and physician-derived data 
with next-generation technologies for comprehensive 
measurement of cell populations, proteins and 
metabolites from a variety of biological fluids. Coupled 
with (i) an expertise in clinical protocol design and 
implementation, (ii) extensive database architecture 
and data mining capabilities, and (iii) exclusive access 
to over 300,000 patients for prospective, longitudinal 
studies, SurroMed has created and is exploiting the 
"one-stop shopping" model for rapid, cost-effective 
biomarker discovery'. This session focuses on: 

• Developing an understanding of prospective, 
rational approaches to biomarker discovery 

• Creating a fully integrated platform for 
comprehensive phenotyping 

• Leveraging proprietary technology for cellular 
phenotyping 

• Implementing proprietary technology for 
multiplexed bioassays 

• Leveraging proprietary web-enabled patient- 
directed questionnaires 

• Biomarker discovery: Putting it all together 

Michael). Natan, PhD 
Chief Technical Officer 
SURROMED, INC. 

Interactive Panel Discussion: New Advances in 
Technology Yielding Biomarkers for the Early 
Detection of Disease 

The intent of this open forum is to summarize 
important issues and allow you to compare notes 
with your peers an some of the most critical issues 
surrounding biomarkers and surrogate endpoints. 
Here is your best opportunity to have your most 
pressing questions answered by our industry experts. 

John A. Wagner, MD, PhD 
Director, Clinical Pharmacology 
MERCK & CO. 

(6i Conference Chairperson) 

Panelists: 

Richard D. Hockett 
Clinical Research Physician 
ELI LILLY AND COMPANY 


Nancy Kiviat, MD 
Professor, Department of Pathology 
UNIVERSITY OF WASHINGTON SCHOOL OF 
MEDICINE 

Michael J. Natan, PhD 
Chief Technical Officer 
SURROMED, INC. 

Sudhir Srivastava, PhD 

Chief, Cancer Biomakers Research Group 

NATIONAL CANCER INSTITUTE 

5:00 Conference Concludes 




UR Would Like To Thank Our Endorser: 

Biomarkers is an exciting new Taylor & Francis 
journal, covering all aspects of the fast-growing 
field of biomarker research (including 
biomarkers of exposure, effect and response). 


John A. Wagner, MD PhD received his MD from Stanford University 
5choof Medicine and his PhD from the Johns Hopkins University 
Schcgi of Medicine. Postgraduate training included Internal 
Medicine,'as-well as Molecular and Clinical Pharmacology. 

Previously, Dr.-Wagner-held positions' in the Stanford University 
School c>f Medicine Cystic f ibrosis Center and the Stanford General 
Clinical Research Center while researching cystic fibrosis gene 
therapy. Currently, Dr. Wagner is affiliated willvThe Clinical , 
P.harmatb'.OLjy Department of Merck is Co., Inc, in Rahway,,N)' and is 
an Adjunct."Assistant Professor at Jetferson Medical College of the 
Thomas jefferson University in the Division of t .linicsl'Pharmacology 
in ilit De.partmenl'Ol Medicine. 

Sudhir Srivastava, PhD, MPH is Chief of the Canter Biornarkers 
Research Group in the Division of Cancer Prevention, National 
Cancer Institute where fie’has-focused his 'responsibility in developing 
molecular signatures'of cancer cells for cancer detection and risk 
ussossmenL he has initiated several-national-level .early'detection 
research programs with primary'emphasis on cancer .screening, early 
detection, risk assessment, and informatic s. In 1995j he was elected 
to the American‘Joint. Committee on Cancel (AJCC) which is 
responsible for developing staging criteria, for cancers for worldwide 
use and ru'fently serves on the AJCC Executive Committee,.-Dr: 
'•Srivastava has played a pivotal role in the development of The 
"Belhesda Guidelines" for diagnosing hereditary nonpolyposis 
colorectal cancer and in the development of "International Criteria" 
for screening miciosaiellile instability in cancer patients. Please see 
your documentation book lor a complete.biography.' 


The BioPharmaceutical Division at the institute for 
international Research is proud to donate a portion of this 
conference's proceeds to the American Cancer Society, 
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Attend Biomarkers And Surrogate Endpoints 
And Obtain These 7 Key Benefits 

1. Learn how biomarker measurements support key decisions 
throughout the drug development process 

2. Discover why recent advances in biotechnology promise to 
yield biomarkers for early detection of cancer 

3. Understand how biomarkers may serve as surrogate 
markers for clinical outcomes and facilitate drug approval | 

4. Obtain an industry perspective on recent FDA guidances 
and best practices 

5. Save your organization time and money by using new 
technologies that hold the promise of more efficient 
diagnoses 

6. Learn how the latest advances in genomics and proteomics 
may increase the discovery of new biomarkers and their 
value in early drug development 

7. Discover how the emerging field of proteomics provides a 
set of tools to describe and evaluate new biomarkers 


Five Easy Ways to Register: 


Designed for Pharmaceutical, Biotechnology and 
Academic Professionals in the following areas: 

Biostatistics Clinical Development 


Biostatistics Clinical Development 

Clinical Operations Clinical Pharmacology 

Clinical Research Drug Metabolism 

Experimental Medicine Medical Affairs 

Medical Operations PK/PD 

Preclinical Pharmacology Preclinicat Research 

Toxicology 

WSSMMFk Reach the Audience at this Event? 

An exhibit area will be open throughout the seminar. Exhibiting 
at the Blomarkers and Surrogate Endpoints conference offers 
an excellent opportunity to give your product/services the 
publicity they deserve. Unlike major trade exhibitions, which put 
vendors in a relatively passive role, participation in an HR 
showcase makes you a direct participant in this targeted industry 
conference. Refreshment breaks are carefully designed to ensure 
maximum networking opportunities. All the exhibits are 
strategically located to afford the greatest traffic. For more 
information, please contact Dan Schmidt at (800) 345-8016, 
extension 3029 or e-mail dschmidt@iimy.com. 

Also available are sponsorships of social functions that will 
highlight the products/services of your company. Don't miss this 
opportunity to reach the key decision-makers of your target 
audience. For more information, please contact Olivia Kim at 
(800) 345-8016, extension 3215 or e-mail okim@iirny.com. 


8£[ PHONE: Toll Free U S. (888) 670-8200 

Int'l (941) 951-7885 
FAX: (941) 365-2507 

•~q JV!AIL: Customer Service 

Institute for international Research-New York 
P.O. Box 3685 
Boston, MA 02241-3685 
EMAIL: register@iirny.com 

WEB: http://www.iir-ny.com 

}£E: Including the conference documentation, lunch and refreshments on 
both days, your investment for attending Biomarkers and Surrogate 
Endpoints is J1995 for the conference plus workshop and $1695 for the 
conference only. The academic rate is i l 395 for the conference plus 
workshop and 51195 for the conference only. The FDA/federal government 
employee rate is J595. 

CROUP DISCOUNTS AVAILABLE — SEND YOUR WHOLE TEAM 

Send 4 individuals from the same company and receive a 15% discount on 
each registration. All individuals must register at the same rate. 

Payments must be received by August 6, 2001. You may pay by check. 

Visa, MasterCard, Diners Club or American Express. Please make checks 
” payable to "Institute for International Research, Inc." and write the name of 
the delegate(s) arid our reference code W0106 ort the face of the check. If 
payment has not been received prior (o registration on August 20, 2001, a 
credit card hold will be required and will be processed 2 weeks following 
1 the conference. 

DATES: August 20 - 21, 2001 

VENUE: Sheraton Seattle Hotel and Towers 

1400 Sixth Avenue at Pike Street 
Seattle, WA 98101 
Telephone: (206) 621 -9000' 

‘This number is for general hotel information only. The hotel V.'ili not accept 
individual call-ins for hotel room reservations at fill's negotiated group rate. 

ACCr a?40DATlONS; A block of rooms will be held for a limited period 
of t . Sheraton Seattle Hotel and Towers. All tiotel bookings should be 


made through The Global Executive's Internet booking site. Please visit 
www.globalexec.com/iir to make your reservation. If you do not have web 
access or need additional assistance, please call The Global Executive at 
800-516-4265 or send them an e-mail at reserve@globalexec.com. 

< A-MCEU.AfTC>N5>: Should you be unable to attend for any reason, please 
inform us IN WRITING prior to August 6, 2001 and a credit voucher (or the 
full amount will be issued. If you prefer, a full refund, less a 1195 non- 
refundable deposit will be issued. No refunds or credits will be given for 
cancellations received after August 6, 2001. 

Substitutions of enrolled delegates may be made at any time. Please indicate 
upon registration whether you are eligible for a discount. No two discounts 
can be combined. If for any reason, HR decides to cancel this conference, we 
are not responsible for covering airfare, hotel or other costs incurred by 
conference registrants. Program content is subject lo change without notice. 
Any individual desiring an auxiliary aid for this conference should 
notify HR at least three weeks prior to the conference in writing or 
faxing to (212) 661-6045. 

Press permission must be obtained prior to the event and is dependent 
upon speakers' approval. All speakers and topics listed are confirmed as of 
press time. When substitutions must be made due to speaker 
cancellations, HR makes every effort to find a replacement of equal caliber 
to present the scheduled topic. 

CONFERENCE DOCUMENTATION ORDER: If you are unable to attend 
the program, or would simply like to order additional sets of 
documentation for your colleagues, they are available for J395 per set plus 
applicable sales tax. The documentation is a compilation of the speaker 
handouts including overheads, power point presentations, articles and 
charts. Please fill out the order form on the back ot the brochure. The 
documentation is available for shipment two weeks after the conference 
takes place. CREDIT CARD PAYMENTS ONLY. 

FPiCIAi. A (RID p-’ HR has negotiated discount fares with 

several airlines tor conference attendees; Saturday night stays are not 
required. To learn more about these savinqs, please call HR’s designated 
travel agency, The Global Executive, 6 Maple Avenue, Armonk, NY at 914- 
273-1 733 (800-516-4265 outside NY State), or fax 914-273-1763 and 
advise them that you are attending an HR conference. 






..ill ' 


a?i 


PM3006518661 




Source: https://www.industrydocuments.ucsf.edu/docs/fygj0001 









Biomarkers and Surrogate Endpoints 

Please complete and return this entire form (or a photocopy) to 


Institute for International Research 
708 Third Avenue, 4th Floor 
New York, NY 10017 


Customer Service; 

PHONE: 

Tofl Free U.S. (888) 670-8200 

Int'l (941)951-7885 

FAX: 

(941) 365-2507 

MAIL: 

Customer Service 

institute for International Research-New York 
P.O. Box 3685 

Boston, MA 02241-3685 

EMAIL: 

register@iirny.com 

WEB: 

http://www.iir-ny.com 


□ Please register the following delegate(s) for 
(please check all that apply): 

□ Please register the following individuals at (he group discount - 
Send 4 or more and receive 15% off each registration. Attendees 
must register at the same time 

□ Conference and workshop (W0106B1) 

3 Conference only (W0106C) 

1. Name:_ 

Title:_ Company:_ 

2. Name: _ -_ 

Title:_Company:_ 

3. Name: __ 

Title:_Company:_ 

4. Name:_ . - 1; . ._ 

Title:_Company: _ 

Address: _ 

Phone:_Fax: __ 

E-mail:_ 

G Please include me in HR's Preferred Customer E-Mail Program to 
receive conference announcements and updates via e-mail 


PRSRT STD 
U.5. Postage 

PAID 

Pittsburgh, NY 12901 
Permit No. 44 


O I qualify for the academic rate I_ 

□ I qualify for the FDA/federal government employee rate 

O l would like to purchase_seffs) of conference documentation. 

Please bill: 

G Visa O MasterCard □ AMEX O Diners Club 

Card Number_Exp. Date __ 

Signature_ 

Please bill: 

O Visa □ MasterCard □ AMEX G Diners Club 
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Ravie Reviews from Previous 
IIR Conferences 

ovth'L-w’ of what's going on today in 
tht' 'rnarkstpidi e. .4 very effective use of time. 
Quality o! nilenc Ax a resulted in good 

net working opportunities." 

Cheryl Moore, 
Chief Administrative Officer 
THE BURNHAM INSTITUTE 


"Broad coverage. Good alignment with our 
focus. The quality of speakers was excellent." 

Rick Ludwig, 
Head, Research Acquisition/Technology 
ELI LILLY AND CO. 


"Conference was excellent and wcli torused. 
Speakers/topics were high quality ' vt 

lames T. Ward, 
Manager, Development Systems 
DUPONT PHARMACEUTICALS 
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